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July 16,1997

Jeanne IL Lathaq R.D., M.S., L.D.
Consumer Safety Offieer
Regulatory Branch
Division of programsandF@orcernent Poky
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Office of Special Nutritional
Centerfor Food Wev andApplied Nutrition
Food and Drug Adn&ktra tion
Washington DC 20204

RE : Asking for comments on mitritkmal
statements of 7 dietary supplements-

DearMs. Jeanne E. Latham:

1996 EM:E14RrlPI

:53

My company,SrnomedicalDevelopmentInc., is a CaMorniaemporatio~ Recentlywe
pb to import some herbalproduets form Chinaandmarketthem in the States. On our
requirement,the manufiwturersm Chinalabeled t.be%products as dictaxysupplements
according to the relatedUS IabeIingregulationsabout food and dietarysupplement. On
the labelsof 7 productq thereare nutiIonal support statements. Those statementsareas
follows:

THE NU’TRITIONAL SUPPORT STATEMENT ON THE LABEL OF

Lomgst=mtd:

“Z02q4an* asa produ@ is more convenient to use, while it’s original
formula’s benefits to humanhealthis enhanc~ i.e., help promote blood
circulation and maintaina well-being-”

THE NUTWTIONAL SUPPO~ STATEMENT ON THE LABEL OF =
SeaImclcHaoma Seed Oil:
“SezREDuckthoxn Seed Oil is extracted by CG superm-itical fluid. This
advanced process makesno use of organic solvent while presewes seabuckthom
seed’s naturalactive components and its healthprurnotingproperties: it may help
boost immunity,sofbm blood vessel and maintain a healthy heart.”

THE NUTRITIONAL suPPom STATEMENT ON THE LABEL OF Gu Kaxug
Ye:
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“Researches in lab and clinic have shown that consumption of this product can
improve blood circulation and bone growth of human.”

THE NUTIWIIONAL SUPPORT STATEMENT ON THE LABEL OF liua Ai:

“E~d on a proved fo~ul~ Hua X5 haswell received by consumers fw its
benefits to humanbody: itmay help boost immunityand maintaina well-being.”

THE NuTRmIoiwkL supPORT SATi5MEiW 054we LA8EL OF Xiao’s

RerXMS~ Wei JSXK
“Studies indicatethatconsumption of this product may help maintaina healthy,
eahn stomach.”

THE NU’IIWYIONAL SUPPORT STATEMENT ON THE MBEL OF

~omg~e:

“Studies indicatethatconsumption of this product may boost human immunity and
maintain a weI1-being.”

THE NUTRITIONAL SUPPORT STATEME~ ON THE LABEL OF k-%

Xerk7k&18a8g XXX

“Studies indicatethat consumption of this product may help improve fimction of
the colon.”

Of course, there is such a disclaim after those nutritionalsupportstatementson the
labels:” This statementhas not been evaluatedby the Food and Drug
Administration. This product is not intendedto diagnose, tr~ cure or prevent
any disease.”

I would like to takethe libertyto askyou for comments on those rmtritionaf
supportstatements.Are those statementszdlowedto be used as nutritionalsupport
statementsof dietaty supplements? Or are hey proper nutritionalsupport
statementsof dktary supplements? May they be regardedas medical claims? If
we importthem into US, will they be detainedby FDA due to those statements?

I will be very gratefidto you for your kind eonsidmation and reply.

Sincerely Yoys.

Liang ~ M.D.
Presidentof Sinomedical Development Inc.


